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Pre-Saturated Towelettes for Hard Surface Disinfoction

BURPOSE

Thgyuponolmlnu:u IsthMdm&MlpwnIMMquMlm
in nis of and may be submitied lo, one or more of the

fumm--mmwwsmm us EannmdeimAwmy(EPN Heaith Canada and

Ausitalian Therapeulic Goods Adminisiration (TGA).

d CFR, P 80, part F (180.105] test substance cheracterization es 10 identity, strength,
purlly, solublity and oomponﬁon n applubl-. shall be documented belore its uss in this study. The stabllily of
the foat substance shall be dejermined pror lo or concumantly with (his sludy, Padineni Information, which may
sffect the oulcoms of this study, shall be communicated in wriing o the Sludy Direcier upon sample submission
lo Accuralus Lab Bervices, Accuratus Lab Services will append Sponsor-provided Certificates of Analysia (C of
A) b this sludy I requesied and supplied. Characterization and uabiﬂy sludies not performed following

mmlom naodhmeeoodubomluyhadbocovmﬁmce slalement.

storl dples are gen schaduled on a first-come/first-serve basls once Accuralus Lab Senvices
munSpcn sor approvec/compleled protocol, signed fea schedule and corresponding leat substance(s).
Based on el required materials being recelved at this lime, the propoged experimental stad dale Is August 8, 2016,
v«wmmugmnmmdmmm-mnmwmmmmmw
ddtotSaplunborszoie To oxpediie schaduling, please be sure all required puperwork and test subslance
documentation Is complete/accurate upon arrival at Accuratus Lab Services,

It & tost must be repeated, or a portion of It, dus lo feliure by Accursius Lab Services lo adhere to speciiied

res, it will be ropadjed free of e. if a test must be ropenled, oupovﬁonoilduoto!nﬁmo!
internel controls, It wili b répéated froe of charge, ‘Meihods Davelopment” fees shull ba asseased, howevor, If
the tast ommmlyuom require modifications due to complexity and difficulty of testing.

If the Sponsor roquosto  repeat tekl, they wiil be charged for an addificnal test. Nelther the name of Accuratus
Lab Services nor eny of ks employess are to be usod In advertising or other promotion withoul written conseni
from Accuralus Lab Services.

The 8ponsor is responsible for any rejection of the final raport by (he regulatory agencies concerning report
format, pagination, elo, Toﬂem rojection, Sponsor should carefully revisw the Accuretus Lab Services final
report and noﬂly Aowmlul b Services of any perceivad deliclarielas in theoe ey Uefom submisgion of the
report lo the regul ogenoy. Accuraius Lab Services will make tiyisonable chuogos tedmad nesussaty by the
Sponsor, without llm the technica! date.

oY BOONCIRS (oYLito “Spetilic: organism S {6r @ st subslance intended for use on herd surfaces

bynppmprlat'oudm ddaéunonﬂmllwhnﬂimcyoﬂbolmwbtw\ceudmlmd-mod
vgidiisin: This is accomplished by trealing ifie largel organism with the test substance under conditions which

ale 88 closely as possible, in the fabeeatory, the actuel conditions under which the test substance is
d’ulgnodmbound For towslstla products Intended for use on hetd surfaces (dry, inenimale environmental

rlaces), & carrler method Is used In the ion of the supporting date. mmdulmlnmh
protocol meels these requirements a modilication of the AOAC Spray Method with
procedurel guidanco from the ASTM E 2362 Evn.ulon ol Pre-Salurated or Impragnisted’ Toweleltes for Hard
Surface Disinfection Method.

Teayiohe: 20078 gy ifosiion
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I

ouvam\b Pm-dm CGT-0033 relloctt the methods which moy e used In this pradt o
TEST METHOD

‘ b Yo, P " o
i Y Incubntion
Teai Organism Dubmllonf Growth Medluom Parameters

Streplococous Pyogenes 14289 36-37°C, In COy
(ATCC), Manassas, VA,

ResoveryAqec Medlury; Trypo Soy Agar + 5% Sheep's Blood (BAP)

‘Theed byomhd\damqhtuudeawllbephcodhammnmumedmlhotdlownhlkzlwurod
2180°C: Oneﬁadleglnuﬂdowllmunmma-uﬂhwddnhmnhdwlmnbcu of fiher paper.

L mmuspawm mpma :

mmmp_ g :
Hluid "ThiaglyEolinte fy {0, faegel 4 % Ol & tileloum spec vakie of appioamslly
& momnc M‘ ; "_ﬂw-ﬂ'bcwwUmhot;mo.mwnw'.&rﬁ%:
lodm‘lunmdlbemm d
- Wl 0,0% . (10 'y) ke, wplfg B4 o loop B gobyated
4. iy loop B o
! _&x}h&dmﬁ%ﬁﬂﬂﬁoﬂm%
.m ool mmm@nﬂ#@ﬂ%wwm
ouliure. vdflbo vaiux lion a8 _hidossaarny, cortors Wil be - dried for
Uy the AOAG Ml gy require modiliet drying

o ;és;wwwyu The complalion of drying wil bo cleally dommmad.
curmmmundhﬂmatmeom ‘s of deyhig. '

Drying Conditions: 25-30°C at 200% relative humidity,

Tewiplate: _205-21" - $yoprielary Information ~
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Protocol Number: LZ01072118.TOW.14 Lonza, no. AT
Poge 4 of 12 @L” &?R-

Ona lowalatio vill b used 10 wipa the contaminuded oF it s wil
umw»uhwm_-ﬂ!mmww,«.%  piocadur.
m-ww»w.nm nsur, Contidl

% nntlor Alarco bgm:l-m 5 od by ha
'rggpmumw‘u Mcgmw%w ks
pivonch B8 . s sl wo o
may be o 6d 1n 1 ks wannot Lo dons, tho a.m

Wtiching A cariur lo tho, Poli dieis-or fiter papar, Es _mweagguw:lmui'mwasmw

forceps el siappered Inlervals Yo o vakima ‘of hoviralizing o maduny: suffidoni 1o cbinplately Govar to
inacviotod and e m gv&'”ﬁ‘!- v 38 et (0Bas). MW ] 1l tacdssory, cairters wil.
approximataly 25%mhum the initle! transfer, Shake Ihe vessal (horoughly. 3 S i

Incubatlon and Observation
All subcuRures are inoubated under the condifions sted In table 1 for 2-4 days.

Following Incubation, the subcultures will be visuelly examined for growth. if neceasary, the subcultures may be
placad at 2-8°C for up lo Ihree days prior lo examination. P

[ mmumuwm‘w wmm.mmw% ity wesayed to confirm
«L fni-unmm of (5 (oot organism. If growih sonnol be: datermingd visuslly, sppoprials lest and/or
mﬁu-uhmmummmamddmh 00 OF w A X

|

A“iitragk piote for isolalion® villl by st o Ihe Grganism cullure and foliowing incubalion exemined in order
I confitm Thé preserice of 3 plird ‘GUlluve, The scedplance criterion for this study control Is & pure oulture
datnorsiipiing colony Moiphology typioal o ise et arganism.

Orgganic Soll Starlily Control
"Yo.or €oneiranl Wit testing, the serum used for the organ'c soll load will be cultured, Incubated, und visualy

exaniad for growlh, The aiccoptance criterion for this study conirol Is lack of growih.

Caorrler Storlity Gantrol
Pihrlbarmf&fmtvdhbﬂhq.neprmumuhocwudcm‘nrwlbcoddedbanwmumuw
mudity, “Tho sebsulure medium conlaining the cerer wil be Incubaled and visually examingd 167 growth. The

acteptance criterlon for this study control Is lack of growth,

wtumu%uwm:m ity Qontrol

J () §% { sample of uninoculated neulralizing subculiure medium will be
isupity oxanvned; Tiie cceplshtu effterion for thie study control is lack of growth.

Qe Tepiesdalatve y inoculoled carrier wil bu:nddad 10 w vessal containi eaeh Aype. of subsidure med
e Tl T ek
" be.Inciiboled and visustly examinod for orowdh. The acceptance cifericn for this mw:r? " growth.in the
subcuituré medis,
Tenplate: 208-70 3 = Popridey Inolmion -
4205 Cerpars Cortae Delvo, 58 110 » Bspm MN £6179 » 872,207.8376 « 061 378 5510 + wwr Resrudsbicom
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Novlralization Confirmation Control
The neulralization of the lest substance will be confirmed prlor to testing or concurrent with lesting by exposing al

| S e

Tt [
1Mooouonylurw'% : ,uﬁu«du' ¥
of gr control wi mmulbm-pﬁdumumnlm

the presence owth,

orgsnism. A stendardized spread plate proc
actually addod por vossel. NOTE: Only the mos! concentrated test substance dikution and/or shorlest exposure time
needs to be evalusied in this control.

The acceptence crierion for this study conlrol i growth in the final subculture broth, minimally, following Inoculation
with 100 CFU per veasel, If all the organism diution(s) used in this control fall fo provide adequole numbers
(10-400 CFU) which coincides In a fallure to meet the acceplonce criterion for this study control, the control may
be repeeled in s entirety,

Carrlor Population Cantrol

Two sols of three Incculated carriers (one sel prior ta lesting and one set following trealment) for each organism
oarrler sol will be assayed, Each incoulaled carrier will be individually subculluied inlo  vessel conlaining 20 mL
of noutralizing suboulture medium. Immediately vortex mix for 1205 seconds, Following mixing, the contents of
{ho thraa subcultured carrlers will be pooled (60 mL). Appropriate sarial len-fold dilutions will be prepared end
duplicale 0,1 mL sliquots will be spread plaled on ager plate medium, and Incubated. If serial dilulions are not
performed end plated Imm folkiowing mixing, the vessels may be relrigerated at 2-8°C for up lo 2 hours pror 1o
dilulion. Fallowing Incubstion, resulling colonles will be enumerated. The Individual CFU par carrler set
reaults will be caloulated, and the Logy velue of each camier aet dotermined. The overage Logyo value per
organism will be calculalad, The acceptance crilerion for this atudy control Is a minimum averags Log,, velue of
A0

scuratus - Setvicas maintalns S aling  Procedures (SOPs) reletive lo efficacy festing
sludias, Efficacy testing s performed In slricl adherence to these 80Ps which have been conslrucied lo cover all
aspocts of the work including, bul not limitad to, receipt, log-in, and lracking of biological reagents including Lost
orgenism siraine for purposes o idenlification, recelpl and use of chemioal réagents, These procedures are
designad lo dooument aach slep of efficacy lesting studies. Appropriate references to medium, batoh number,
oltc, ere documented In tha raw dela collacted during the course of each sludy,

Additionally, each efficacy \e8! Is assigned a unique Project Number when the protocol for the sludy Is initialed by
Ihe Study Director, This number is used for identification of the test subcultures, eic. during the course of the test
Test subsullures are also labalad with reference to the tust oiganism, experimental stan dale, and lest product.
Microscoplc andlor macroscople evalualiona of positive subcultures are performed in order {o confimn the Ideniity
of the tes! organism. These maasures are designed to document the Identity of the leel system.

METHOD FOR CONTROLOF BIAG: NA

Fioigslife;. 20571 - D¥Gpeistory Inormston -
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Protocol Number: LZ01072118.TOW.11 Lonzp, Ing.
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STUDY ACOEPTANCE CRITERIA;
Test Substance Performance Criterla

The efficacy porformence requirements for labe clalme stale tha the {es! substance must kill the misroorganism
on 10 out of the 10 Inoculated carrlers.

Control Acceptanca Criterls
The sludy controls must itform eccording to lhe crileria detalied in Ui §ludy controls descfiption section. If eny
of the control meu tiiteria ere nol mel, tha test may be repestid] Wder tha current protoedl. iumber,

Any posiive tosl s confirmoed as & confififning.wil be reported. Any lest carrior set thal demonsirales a
number of co d'tubes thal contributes 1o fomifls that exceed the product perfommance/success criterls may
ba Invelidaled per Sponsor's 1equesi and may be redested,

if any portion of thia firélasal s execuld] intoelly tealing, the lostmay by wlocmwlhe
ou%u pmxmw i ho populifion. ctintrol Talis tomw Wwa\'x m
mduaﬁ mummmmmmwmm«m‘ pumdmnnot
{ ]

Eummwmmmmmnmww. 8, date retuived, dules on which the

v mm&mﬂmm d, thiscrlption of medid and reagants, i
nﬂhow resuliaand eonciusion & i delinas 1o 1h6 purpoze of-tne 1ast, ond all biher
Rema required by Pon 160.1886.

Ww ’gmn cuuna’:’ :Im the sppraved m the zevision : ﬁ-'n’d mun:uug changéy wmt:o
documantad, ) of Bocoria o formang! y. Similary, the
mmmmnmem&mmmmnmlmMmyhmmmedwlMMWd

Slandard operating p Ji used In thls atudy will be the comecl effeciive revision al the ime of the work, Any
minor changes to SOPs (for his study) or methots used will be documentnd In the raw dats and approved by the
Sludy Dlractor,

Temploe: 20810 - Propietiry Kiofmetion ~

msmou-om Sle 110 « Faghn, MN 55121 « B77.287 8378 » 651 370 8510 & wiww sctwalvdvos core
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Sponsor to retain & samplo of the test substance, All unusod test substance will
be dlncnnhd folcwlnq study completion unlou otherwlise Indicated by Sponsor,

BECORD RETENTION

8tudy Spocific Documents

All of the original rew data developed exclusively for this study ahail be archived al Asouratus Lab Services for a
minimum of five years for GLP siudies or & minimum of six months for all other sludies following the study
complefion date. After this time, (he Sponsor (or the Spansor Representative, ¥ applicable) will be contatiod (o
determine the final disposition, Thesa original dats Includs, but are nol limiled to, the following:

1. Al handwritten raw dala lor canlrol and lest subslances including, but not limiled 1o, nolabooks, dela
forms end calculations.

Any protocol amendmentis/devialion notifications.
G'."" da, e m’mﬁm" g "ﬁd‘ﬁo cortespondence

moranda, spec s, and olher study s olsllng 1o Inferprelation and
avaluation of dola, other fhan thoss documents ¢ontalned In the finel study repor.

Original signed prolocol,
Cartlfiod copy ol linal sludy repor,
Study-specific SOP deviations made during the study,

Faclilty Specilic Documents

The loliowing records shall aleo be srchived at Accuratue Leb Services, These documents Include, bul are nat
imited 10, the following:

8OPs which pertain lo the study conducied.

Non sludy-spacific SOP devialions mado during the course of Ihis sfudy which may affect the resulis
oblained during this study.

Methods which were usad or referenced in the sfudy conducled.

QA reports for each QA Inspection wilh comments.

Faclity Records: Temperature Logs (amblent, incubolor, etc;), Instrument Logs, Cslbration and
Malntenance Records,

Currant cumiculum vitae, Iralning records, and job deacriptions for all personnal Involved In the study,

Nom asewn

o oan ,'"."

EF )

%mw Protection Eﬂ\eacy Dda Requiremens, Pre-Saturaled or Imprognaled Towsleties
for Hard Surface Disinfection, Si

2. Association of Officfal Mlmbﬂ Chunhll (AOAC) Official Method 861,02, Gemicldal Spray Products ss
Disinfectants. In Official Melhoda of Analysis of the AOAC, 2012 Edition.

3, American Soclety for Tesling and Materials (ASTM). Standard Practice for Evalualion of Pre-Saluraled or
Impregnated Toweletios for Hard Suiaoe Diainfection method E2382-18.

4. US, Environmental Prolection Age Office of Chemical & and Poliition Prevention, Produci
Performance Tes| Guidolines, OCBPP 10.2000: General Considerations for Usas of Antimiorobial Agents,
Seplember 4, 2012,

6. U8 Ewlromnenla! Protestion Agency, Office of Chemical Saloty and Poliution Prevention, Product
Performance Tosl Guldelines, OCSPP 810.2200: Disinfeclants for Use on Hard Surfeces- Efficacy Data
Recommendations, Seplember 4, 2012,

8, Hoallh Cenada, Jenuery, 2014, Guidance Document — Safely end Efficecy Requirements for Herd Surface
Dhlnioelwl Orual.

') Caneda, Jenuory, 2014, Guidance Document - Disinfectent Drugs.

8. Auunlhn Therapeutic Goods Administratlon (TGA), February 1988, Guidelines lor the Evaluation of
Sterilants and Disinlectants,

9. Australlan Therspeutic Goots Administralion (TGA), February 1088, Therapeutic Goods Order No, B4:
Standerd for Disinfectants and Sterilants.

10. Australian Therspeutic Goods Adminisiration (TGA), March 1997, Therapeutic Goods Order No. 54A:
Amendmen) 10 the Standard for Disinfectants and Sterliants (TGO 54),

Templore: 20877 + Popatey o «

1238 Corporals Conter Orive, Sate 110 '» Kagaet. MK $5171 + B77.207 8376 » 061,370 5890 « wiew mcureduista com
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DATA ANALYSIS
Caloulations

glmhe the CFUICarrier sel In the Carrier Population Conirof using ali average counis batwean 0-300 CFU ns

Average Log,q Carrler Population Control = WM

Where: X equals CFU/carrier sel

N equais numbar of control corrier sets
Statistical Analysls
None Used
e; 205-7P - Froprieley idonndicn ~

1785 Corporale Center Drrvm Bt 110 » Exgen, MN 58121 « 877 267 8373 » UE1370 5510 v WeW sccilistud s com
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Protocol Number: LZ01072110.TOW.11 Lonza, Inc (+]

8tudy lnfomaﬂon
(Al blank sections orm d by the Sp: as linked o elr signolure, unfess otharwise noled )
Tost mu mmo & Baleh Nunbon) mow " nohuld lppuunmnl mport:

Q lodophor
Q Sodium hypochlorite 0 Other,

223 atid 91

of neulrol: pmmw This - 3 mmmmmmmmma
Neutralization/SubcuRure Broth:

=]
mmum—‘”‘mmm
@ Accuralus Lab Services' Disorstion. By chocking, the Sponsor
suthorizes Acouralus Lab Services, et thelr discrelion, to perfomn
noutralization confimation nssays ol the Sponeor's 10
testing 1o determine (he most eppiopriste neutralizer, (Ses Fee
Storage Conditions: Hexards:
& Room Tempurature O Nona known: Use Standard Précsutiona
028°C I Matorlal Safety Dats Sheet, Mlohedhreuhpmdud
O Gthwr ; 0 As Polioi, >
Pmduoll'rwluﬂoﬂ

B No dilution required, Use as received (RTU)
0* Diktion(s) lo be losted;

“(examvie: 1 ozlgolion) (.mrﬂoﬂnl suhuanoe) ~(@mount of dikent)
O Delonized Water (Filter of Autoclave Sterltized)
Q Tap Water (Fiker or Autoclave Sterliized) - Nlupvmerll d; the waler hard for the balch of

tap water used vill be delermined and reported.
O ADAC Synihatic Hard Water: .. PPM

'Nolno: %“Wmtﬂm Tay ba mida unfess otharwlse requested by the Sponsor,
Test Organism: @ Slrapiococcus pyogenes (ATCC 14289)
Carrlor Number;__10 perbeich
Exposure Time:, . § mloulis A5 860000E. .. ExpOBUTD Tomparature: Room Teniisitiuts ({8:-45°C)
Wiping Procedure: & Typical: Each carrlar will bo trealed by wiping the Incculsied srea of the siide with the

lowelofte over and back, __ 2 (¥) fimes fora tolol of _4 __ (¥) passes. (L. over and
bod(2lknuoqudub\dol4pmn)
Q Other: _
Organlc Soll Load;
BwtnumsﬁmgmlcSoled(deMnSeMl\)
gNoOmmchonLudRoq\hd

Fongilasr, 208-7F _» Wigiifuiay inkeehon +
1298 Corporsie Coaler Oriva, Sulls 110 o Eagm, AN S5181 » 877257 8370 « 851979 510 » www acoursiusibecon

1285 Corporate Center Drive, Sulle 110 « Eagan, MN 56121 - 877.287.6378 - 651,379.5510  www,acouratusiabs,com
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Protocol Number; 1201072118, YOW.11 Lonza, Ino. hARE ; &
Page 100012 s %; ‘.¥n\

Doto &f axpocind rocolpt ot Accuratus : -
2 Tt Subalants t bo hand.3eivared (munt oo by oo TSR 1 dey FHGF TG ToUGAG o I

arrangemenis mado with the Study director)

W&mmsAmmpmmmmcmm1mmhMmb
mrdopuutu

Dmmwubmlm

o] m Canada
Q  Therapeutic Goods Administretion (Austrailan TGA)

Supplemental Information Form Altached - Q Yes B No

Tenydate: 205-77 ~ Propridary Inlocmalion -
1285 Gorporae Conter Dive, Oty 110 » Eagan, MN 56121 » §77.267 2378 « 651 378 5510 + wwar securatudsbe 0o

1286 Corporale Cenle( Drive, Suita 110 + Eagan, MN 556121 - 877,287.8378 - 851.379,5610  wyv.ageifallisiabs.com
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Awlllbuppondodlouwmwt
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